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Art Unit 1813 

The following is an Examiner's Statement of Reasons for Allowance: 

The examiner has considered applicant's arguments in the amendment of August 22, 
1994 in conjunction with the Ekins declaration and the letter of Wagner. 

The Ekins Declaration under 37 C.F.R. § 1.132 filed August 26, 1994 presents four 
5 lines of argument directed to establishing that the teachings of Ekins *264 and Leaback '807 
would not have lead one of ordinary skill in the art to assays employing less than 0.1 V/K 
moles of binding agent. 

Ekins asserts that "before the present invention, no-one realized the importance of 
using less than 0. 1 V/K moles of binding agent" and in particular that he was unaware of the 
10 importance of less than 0.1 V/K at the time the invention of '246 was made. But this line of 
argument ignores the teachings of Ekins '246 that the choice of the amount of binding agent 
to employ in the assay is such that it will not significantly effect the concentration of free 
analyte and that the value set forth in the example must be regarded as an upper limit. It is 
clear that lesser amounts of binding agent would lead to even less significant depletion of 
15 analyte from solution. One of ordinary skill in the art at the time the invention was made 
would have constructed the plots of Figure 1 of the instant application in confirming the 
theoretical validity of Ekins ! 246. 

Ekins further asserts that (1) "there was a clear prejudice amongst those skilled in the 
art against even trying to reduce the amount of binding agent used in assays," (2) "there is no 
20 suggestion in the above-noted citations that assays using such small amounts of binding agent 
could be as or more sensitive than conventional assays" and (3) "there existed a clear 
prejudice against the use of small amounts of binding agent on the grounds that such use 
reduced the rate of the reaction between binding agent and analyte, thus prolonging the time 
required to reach the degree of analyte binding regarded as necessary for the achievement of 
25 acceptable sensitivity." 

The refusal of the art to consider the teachings of Ekins ! 246 which is what point (2) 
concerns does not provide evidence of non-obviousness. 

Whether or not the art had a prejudice concerning reaction rates (4) while of interest is 
not persuasive of non-obviousness because the specification does not establish that the instant 
30 invention has reaction kinetics that are different than the assays of the prior art. 
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Art Unit 1813 

Assertion (3) indirectly speaks to the central issue which is: given the teachings of 
'246 would one of ordinary skill in the art have recognized the necessity for localizing the 
binding reagent in small spots of high binding agent density in order to arrive at an assay with 
acceptable sensitivity. 

5 Upon reconsideration of Ekins '264 the examiner does not find therein a suggestion to 

localize the binding reagent in a small spot of high binding agent density. Leaback is 
similarly lacking in such a suggestion as is the prior art. It is because there is no suggestion 
to localize the binding reagent in a small spot of high binding agent density and in which the 
0. 1 V/K condition is met that the invention is non-obvious and the instant claims are 
10 allowable. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the Issue Fee and, to avoid processing delays, should preferably accompany the 
Issue Fee. Such submissions should be clearly labeled "Comments on Statement of Reasons 
for Allowance." 

15 Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Michael Woodward whose telephone number is (703) 308- 
3890. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 
20 Papers related to this application may be submitted to Group 180 by facsimile 

transmission. Papers should be faxed to Group 180 via the PTO Fax Center located in 
Crystal Mall 1. The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15,1989). / 
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